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You will IwcaU thatshortlyaftertieMarch1 shot,Dr. Bugherwas
contactedby phoneby a Dr. MurdockM. Snel~g of Gulfport,Missis-
sippi. The purposeof the callwas to recommendthata tungoil
and ointment,preparedby the TungolinCcmpny, be administeredto
patientssufferingfrommiiationburns. Dr. SnellingfollowedUP
his phonecdlwith a letterto Dr. Bu@er dated*ch 25, 195hJ
wherein he statedthe conditionsunderwhichthe oil.and ointment
should be applied. Accaqxqing the letter were three one-pint
jarsof a preparationLabelled,‘16@EspeciallyProcessedTung Oil
in a PetroleumJellyBase~and three16 ouncejarsof a sterile
tungoil, both the aboveproductsmanufacturedby the TungoMm
Company,Inc.,of LongBeach,Mississippi.

On May 12, 19%, a Mr. Lamnt Rowhxk of ~me~ ~ss~siPPi
wrote ChairmanStraussa personalletterwhereinhe referredto the
subjecttung oil. Mr. Rowlsndsstatesin part, ‘theuses thatthey
havebeen findingforthis oil b connection with sldndiseases,
suchas athlete’sfoot~ sldncancerseczema$etc.‘T’He also~kes
referencetothe materialsenttO n-r.-her M Dr. sne~g~ ~d
indicatedhis desirefor a report on the resultsof this material
in connectionwith burns. M??.Rowland.salsoencloseda letter froxn
Mr. JohnWatts, Presidentof the TungcMn Company,a copy of which
is attached. Also includedin this letterwas a reprintentitled,
‘TheMultipleUsesof ProcessedTung Oil in hdustrialSurgery”by
Dr. Snelling. This artick appearedin theMississippiDoctorin
~s 195% pages397-h02inclusive.Enclosedalsowas a two-page
writeupfroma Im- S. H. Xhrtya vete~sw e-rat~ obse~a-

tionsmade by him whereinhe usedtung oil. MS lfcwlan@’ let~r

was forwardedto us by the Chairman1s office, and a replywas pre-
paredfcmthe Chairmants si~ture ~d dated~ 22? 19%$ a coPY
of which I enclose.

Shortlyafterseeingthe letterfrom I@.Watts to Mr. Kcwlands,this
officebecam concernedaboutthe referenceto Dr. Spruntof the
Departmentof Pathologyat the universityof Tennessee.A photostat
of Mr. Wattsf letterwas forwardedto Dr. Spruntundercoverof my
letterof June22, in whichI askedfor his c-enti. Dr4 ~~t’s
replyof August4 is self-expl-tory. His letteris attached.
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On August 3 Mr. Rowlands again wroteChairmanStraussa shortP rsonal
note, wherein he then referredto the tungoil. ?fr~Rowh’@s also
encloseda letterfromMr. JohnWatts to Hr. Rowlands. Thisletter
W?iS dated July30, 19540 In the second paragraphof Mr.Wattst letter
he makes ~ference to the Food and DrugAdministration,and I quote
in part, ‘lssyou kncw$explodingthe behf thattung oil caused
dermatitiswas one of our firstaccomplishments. ... .WS did a p~ttY
good job of provingto the Food and Drug =thoritiesin Washington
that our reftiedprocessed,pureAmericantungoil was non-toxic
externallyas willas internally.W This referenceto tieFDA prcmpted
me to contactMr. Rex&in,who briefedme concerningtheircontactwith
the TungoUn ~.

k Jari~ of 19~2theFDA receiveda requestfromthe ‘i’ungoli.n~
a- of k% ~a~, ~s~ssippi, Ccnoerningthe ~ssibil.ityof
marketinga derivativeof pure tung oil. At thatttietherewas SOUE
questionas towhetheror not thismay be a newdrug within the mean-
ing of theFederalFcod,Drug,and CosmeticAct. k Aprilof 1952
an administratorand a representativeof the mxiicalstaffof FDA
talkedwith Mr. JohnWatts,who *ited their Washingtonoffice. At
thismeetinghe hdicated thatthe companywas interestedin marketiqg
two preparations,One of these he refexvwd to as tungolin, which he
described as a heat processed tung oil which did not solidify on
exposure to Mght. The other preparationhe referredto as a tungo3in
cream. Thiscontained20-251per centof a tungolinoil in a cold cresm
base. At thismeetingthe FDA officialsindicatedto Mr.Watts that,
in theirop~on, thepreparationin qusstionw not a new drug under
the meaningof theAct, and thatit was not moessary for Food and Drug
to pass judgmenton the Iabelling.Afterhisreturn to Mississippi$
Mr. Watts duringthe sanemonth,April.,19S2,submittedsamplelabels
to the FDA. On May 8, 1952,FDA in a letterto Mr. Watts confirmd
theirstatementsdur5ngthe April 7 interviewandreiteratedthathis
productwas not a new drug. They did indicateto him that therewas
not adequateinformationin the scientificliteratureto estimatethe
valueof tungoil forthe treatmentas he had indicated,namely,far
acne,burns,and otherskindisorders. They alsostatedthat,as a
generalrule,oilymaterialsare not suitablefor the treatmentof
acne,and theyfelt thathis broadreferenceto otherskin diseases

was not justified.

Nothing was heard from the CORWUW =tfl @to* b of ~9~2j an ~~
John Watts arrivedat the admiras‘ trativeofficeof FDA seekhg an
interviewwith one of the officials.She talbedto an administrating
officialand alsoa physicisn. The pr~ purposeof her visitthis
timewas to discussthe labelsfor theirproducts. She indicateda
fairlylargedemandfor theirtungoil productsin the stateof Missis-
sippi. She alsommtioned a thirdproductthattheywere interested
in marketing,namely,a rectalointment. The representativesof FDA
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informed Ms. Watts just as they had her husband on an earlier visit
that there was not sufficient information h the literature to support
tieir claims. No further contact has been mde to FDA since that daYc
.Mr.M&in informed me that at no tim did aqy member of FrM state
or imply that the tung oil produced by this cmnpany would not cause
dermatitis. He did say that the tung oil produced by this company
appeared to be the same oil used in certain paints. There has been
no complaint of any SM disorders from the use of these paints. AS
far as Mr. Watts’ reference to “provimg to the Food and Drug authorities
that the refined processed tung oil is non-toxic externally as well as
titernally’l,$smeaningless. The only ruling the FDA made was that the
preparation, in their opinion,was not considereda new d~g.

I have discussed the tung oil pxvparationwithDr. Keith Cannon,
Director, Medical Sciences Division, National Research Council, and
shall supply h with background information by letter. The Committee
on Cancer Diagnosis and Therapy of the National Research Chncil will
consider the efficacy of the tungol.inoil preparation at its fa33
meeting, scheduled for sometime in October. I shaU hold the sample
material in this office awaiting further disposition.

Enclosures:
Letter from M. JohnWatts
Copy of reply to Mr. Rowlands; letter
Copy of Dr. Spruntls letter dated August &


